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21 CFR Ch. I (4–1–11 Edition) § 872.3661 

§ 872.3661 Optical Impression Systems 
for CAD/CAM. 

(a) Identification. An optical impres-
sion system for computer assisted de-
sign and manufacturing (CAD/CAM) is 
a device used to record the topo-
graphical characteristics of teeth, den-
tal impressions, or stone models by 
analog or digital methods for use in the 
computer-assisted design and manufac-
turing of dental restorative prosthetic 
devices. Such systems may consist of a 
camera, scanner, or equivalent type of 
sensor and a computer with software. 

(b) Classification. Class II (Special 
Controls). The device is exempt from 
the premarket notification procedures 
in subpart E of part 807 of the chapter 
subject to the limitations in § 872.9. The 
special control for these devices is the 
FDA guidance document entitled 
‘‘Class II Special Controls Guidance 
Document: Optical Impression Systems 
for Computer Assisted Design and Man-
ufacturing (CAD/CAM) of Dental Res-
torations; Guidance for Industry and 
FDA.’’ For the availability of this 
guidance document, see § 872.1(e). 

[68 FR 19738, Apr. 22, 2003] 

§ 872.3670 Resin impression tray mate-
rial. 

(a) Identification. Resin impression 
tray material is a device intended for 
use in a two-step dental mold fabri-
cating process. The device consists of a 
resin material, such as methyl meth-
acrylate, and is used to form a custom 
impression tray for use in cases in 
which a preformed impression tray is 
not suitable, such as the fabrication of 
crowns, bridges, or full dentures. A pre-
liminary plaster or stone model of the 
patient’s teeth and gums is made. The 
resin impression tray material is ap-
plied to this preliminary study model 
to form a custom tray. This tray is 
then filled with impression material 
and inserted into the patient’s mouth 
to make an impression, from which a 
final, more precise, model of the pa-
tient’s mouth is cast. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 872.9. If 
the device is not labeled or otherwise 

represented as sterile, it is exempt 
from the current good manufacturing 
practice requirements of the quality 
system regulation in part 820 of this 
chapter, with the exception of § 820.180, 
with respect to general requirements 
concerning records, and § 820.198, with 
respect to complaint files. 

[52 FR 30097, Aug. 12, 1987, as amended at 59 
FR 63008, Dec. 7, 1994; 66 FR 38798, July 25, 
2001] 

§ 872.3680 Polytetrafluoroethylene 
(PTFE) vitreous carbon materials. 

(a) Identification. Polytetrafluoro-
ethylene (PTFE) vitreous carbon mate-
rial is a device composed of polytetra-
fluoroethylene (PTFE) vitreous carbon 
intended for use in maxillofacial alve-
olar ridge augmentation (building up 
the upper or lower jaw area that con-
tains the sockets in which teeth are 
rooted) or intended to coat metal sur-
gical implants to be placed in the 
alveoli (sockets in which the teeth are 
rooted) or the temporomandibular 
joints (the joint between the upper and 
lower jaws). 

(b) Classification. Class II. 

[52 FR 30097, Aug. 12, 1987; 52 FR 34456, Sept. 
11, 1987] 

§ 872.3690 Tooth shade resin material. 

(a) Identification. Tooth shade resin 
material is a device composed of mate-
rials such as bisphenol-A glycidyl 
methacrylate (Bis-GMA) intended to 
restore carious lesions or structural de-
fects in teeth. 

(b) Classification. Class II. 

§ 872.3710 Base metal alloy. 

(a) Identification. A base metal alloy 
is a device composed primarily of base 
metals, such as nickel, chromium, or 
cobalt, that is intended for use in fab-
rication of cast or porcelain-fused-to- 
metal crown and bridge restorations. 

(b) Classification. Class II (special 
controls). The special control for this 
device is FDA’s ‘‘Class II Special Con-
trols Guidance Document: Dental Base 
Metal Alloys.’’ The device is exempt 
from the premarket notification proce-
dures in subpart E of part 807 of this 
chapter subject to the limitations in 
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